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OOCTAHOBIEHIE
O BBemeHMM B neycTsBue [IpaBuUil NPOBEIEHUS
cepTudMKaLMM BEeTEPMHAPHEIX IpenapaToB
[locTaHoBJIeHUe KommreTa Poccumckom denmepaumm
IO CTaHDapTuU3aluMy, METPOJIOTUM M cepTudurKaumm
or 22 suBapsg 1997 r. N 1
BaperucTpuporaHo MMHMCTEepPCTBOM CTULUMM Poccumckoy denmepaumnm
9 oxTadpsa 1997 r. PermcrpaumoHHEM N 1394

KommreTr Poccumickoy Odemepauuy IO CTaHOAPTU3ALUMM, METPOJOTUM U
cepTudMKALMM [IOCTAHOBJIAET :

BrecTu B IercTBMe IJid [OpuMeHeHusa B Poccuyickou demepaumm
paspaboTaHHEE BcepoccumckuMm TOCYyHOapCTBEHHEM
Hay4HO-MCCJIeOOBaTeJbCKUM MHCTUTYTOM KOHTPOJIA, CTaHOapTuU3auum U
cepTudMKaLMy BETEPMHAPHBIX MNpenapaToe MmMHCenbxO3HNpona Poccum n
BcepoccuyCKMM  HAay4YHO-MCCJIEOBATEJbCKYM MHCTUTYTOM cepTudMKaLUM
T'occraHmapTa Poccum C ydyeTOM BHOBB IPMHSATEIX BaKOHOB M MHEIX [IPAaBOBBIX
aKTOB Poccurickon denepaunm [Ipaeuia NpOBEeNEeHMsa CepTUdMKaLmm
BEeTEPMHAaPHBIX NpenapaTos.

YTBEPXIEHEL
nocTaHoBJIeHMeM l'occTaHmapTa Poccum
oT 22 sHBaps 1997 .

N 1
[IPABIMIIA IO CEPTUOUMKALNN
[lpaBuJia NPOBEeHOeHMS CepTUdMKalum
BETEPMHAaPHEIX NpenapaTob
I. ObnacTe NPMMEHEHMUSI
HacTosumili OOKYMEHT pazpaboTaH B COOTBETCTBUM C 3aKOHaMM
Poccurnickonm degmepaumum "O cepTuOMkaLMM OPOOYKUMM U yCJayD" (oT
10.06.93 . N 5153-1), "O BerepmHapum" (or 14.05.93 . N 4979-1),

"O6 oxpaHe oOKpyxawumel npuponHou cpemu" (or 19.12.91 r. N 2060-1), a
Takxe IlopagxkoM NOpoBeneHMs CcepTudMrKaumy OPpOAyKUMM B POCCHMCKON
denepauun, YTBEPXIEHHBEIM I[IOCTAaHOBJIeHMeM l'occTaHmapTa Poccunm oT
21.09.94 1r©. N 15, 3BaperucTpupoBaHHEM MuHiocToM Poccum 5.04.95 r.,
perucTpaumMoHHe N 826 (nmajee - Ilopsanok NpoBeneHMs cepTudmuxaumm) .
IJOKYMEHT KOHKPETU3UPYET IOPANOK cepTudMKaLUM NpOonyKUUN
IIPUMMEHUTEJILHO K BeTepMHAPHHIM IIperaparaM M CcpelcTBaM [0 yxonoy 3a
XMBOTHBIMM M yCTaHaBJIMBaAeT C ydeToM cleuudmky oObekTa cepTUdrKaumm

NPUHLMIIH, IOPAIOOK u IpoLenypPH 00A3aTEeJIbHOM cepTudmKaLUM
BEeTEPMHAPHEX [NpPenapaTos.
Hacrosamue IIpaBuia MOTYT OBITH VICIIOJIb 30BAHEL Kak nyisa

obAa3aTeJsIbHOM, Tak ¥ O OOOPOBOJIBHOM CepTHUdMKaALMM BETEPMHAPHBIX
npenapaTtoB. JcHoojib3yeMele B NOKYMEHTE IIOHATMSA COOTBETCTBYIOT IlpaBuiam
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10 mnpoBeneHMI© cepTudmxaumm B Poccmiickon demepaumm, yTBEPXIESHHBEM
IOCTAaHOBJIEHMEM ['OCCcTaHIapTa Poccum oT 16.02.94 T. N 3,
3aperucTPUPOBAHHEIM MmHoOCTOM Poccum 21.03.94 1., perucTpalrOHHBIN
N 521 (manee - IlpaBujla IO NPOBEIEHUIO cepTubrkaumm) .
ITI. OBume MOJIOKEHUA

2.1. ObwbexrToM cepTupmraluy B COOTBETCTBUM c HaCTOALMMN
[lpaBulaMM ABJIATCS BeTepMHAPHBIE IIpelapaTe M CPpencTBa [0 yxXony 3a
XVIBO THEIMM .

2.2. Ceprubmkaumsa IIPOBOIOMTCsS Ha COOTBETCTBME TpeOOoBaHUAM,
oBecrneuyBaomIyM 0e30IacHOCTb IPOOYyKUUM oyis XUBHU, 3I0POBbLS,
VIMyleCTBa Jonen, OJig  XMBOTHEIX M OKPpyXaolel cpemns, a TaKxe

Ouosiormueckyin 5HS0QEeKTUMBHOCTL IOEeMCTBMA IpenapaToB Ha XMBOTHHX B
COOTBETCTBUM C MX HABHAUEHUEM.
2.3. 0O06s3aTesbHOM CepTUbMKALMM [IOIAJIEXaT BEeTEPMHAPHBEE IperapaTh

M CpencTBa IO YXOIOy 3a XMBOTHBIMM (Iajiee - NOPOOYKLMSA) CEPUMHOTO
IPOM3BOINCTBA MJM MX [APTUM, [IpenHaz3HadYeHHBEe IJI peanms3auuy Ha
TeppuTopun Poccumickon demepaluu.

TpebBoBaHMs, NOOTBEepXIaeMble IIpu cepTubmMxaumm, YCTAHOBJIEHH B

I'OCTax mMaM B MHBIX HOPMATMBHEIX HOOKYMEHTAX IO CTAaHIOaApTU3aLUM.

BOBMOXHOCTE cepTHdMKALMM Ha COOTBETCTBME IPYI'MM IOKyMEHTaM
yCTaHaBJIMBAET oOpraH oo ceptudmraumm. JoOpOBONIbHAA cepTuduraums
NponyKUMM, B TOM UMCJIe OJI4 BKCIOpTa, [NPOBOOAMTCH B COOTBETCTBUM C
TPpeOOBaAHUAMM HOPMATMBHEIX HOKYMEHTOB, COIJIACOBAHHHIX MEeXIYy 3adBUTEJIEM
¥ OpPTaHOM IO cepTudbuKaumm.

2.4. YcioBueMm IpOBEeIEeHUS o6sa3aTesIbHOM cepTubdmraLmUM Ha
0e30IaCHOCTbL CEPMMHO BHIIyCKaeMOM¥ NPOOYKLUMM, a TaKxe napTui,
ABJISETCH HalIMuMe y 3afdBUTEJId OOKYMEHTOB, YINOCTOBEPSAKIMX PEeIMCTPalMio
obbekTa cepTudmkaumm J[enapTaMeHTOM BeTepUMHAPUM MmHCenpx0o3npona
Poccum corsacuHo llojmoxeHmoo O JlenmapTaMeHTe BeTepMHapuM MuMHMCTEpCTBa
CeJIbCKOTO X03AMCTBa Poccumckom denmepaunu, YTBEPXIEHHOMY
IIOCTAaHOBJIEHUEM ComeTa MUHMCTPOB - [lpaBuTEeNbCTBa POCCUMCKOM
denepaumm oT 16.11.93 T. N 1162, " OPpYyTUX IOOKYMEHTORB,
nomTBepxmamnmmx obecreyeHmre 0e30NaCHOCTM XM3HM, 3IO0POBLSA JIOIEW U
XMBOTHEIX, OXPaHH oKpYyXamuen cpenrl, a TaKxe OMoJIOTMUECKOM
50PexTUMBHOCTM OEMCTBUA [pPEeNapaToB Ha XMBOTHBIX B COOTBETCTBUM C MX
Ha3HaAYEHMEM.

2.5. lleHTpaJIbHBEM OpraHoOM 1o cepTudMKaLUN BeTEePMHAPHBIX
npenaparTos ABJIAETCH Bcepoccumckun TOCYyIoapCTBEHHBIN
HayHHO—MCCHe,E[OBaTe.HbCKI/HZ MHCTUTYT KOHTPOJIL, CTaHIapTmM3aumm 1z
cepTudMKalMy BEeTEPMHAPHEIX IpenapaTtoB — BI'HKU.

2.6. Onymara pabor 0o 00g3aTeJIbHOM CepTUPMKALNMM BeTepPMHAPHBIX
nmpernapaToB IIPOM3BOONTCA 3a4dBUTEIJIEM B COOTBETCTBUU C 3aKOHOM
Poccumickom denmepauum "O ceprTubuKauum OPOOYyKUMM M ycuayT'".

ITII. [opamok cepTudMKaLUU

3.1. Ceprubmkaums OPOOYKLUMM OCYUECTBJISIETCSS B COOTBETCTBUMU C
[lopaOoxkoM NpoBeneHusa cepTuduraumm m C M3MeHeHueM N 1 Ilopsanka
IpOBEeIeHMNSA cepTubdmraLmUM B Poccurickom Qdemepauuy, YTBEPXIEHHBEM
nocrTaHoByieHueM IT'occraHmapTa Poccum ot 25.07.96 1. N 15 n
3aperuCcTPUPOBAHHEIM B MwuHiocTe Poccum 1.08.96 1., perucTpalMOHHBIN
N 1139 (mamee - W3meHenue N 1), kpome cxem 1, 6, 8, 9.

[IprMeHseMbBle CXeMbl CcepTUMOMKaLMM NPUBEHOEHHE B MIPUJIOKEHMUM A.

3.2. CxewMu cepTudmKaALUM 2-5, 9%a-10a IPUMEHSIOTC S npu
cepTudMKaLMM BETEPMHAPHBEIX [IPEeNapaToB, BBIIYCKAaeMBIX CEPUMHO.

CxeMma 7 npuMeHSeTCsAa 08 CepTUMOMKALUM HNAPTUM NPOOYKLMM.

3.3. Cxemy 2 PpPEeKOMEHIOyeTCs IMPMMEHSATb mJid OTEeUEeCTBEHHOUW U
MMHOpTMpyeMOﬁ IPpOoOyKUIUM npn HaJINM4umm OOJITOCPOYHEIX JOTTOBOPOB
(KOHTPaKTOB) NIn PerynapHEX I[IOCTaBKax CEPMMHOM NPOOYKUMM IO
OTOEeJIbHEIM IOOT'OBOpaM. CxemMma 2a IIpMMEHAETCHA panags] OTEeUeCTBEHHBIX 12
VIMITOP THEIX BETEPVMHAPHEIX nmpernapaTos, KOI'Ia MHCIIEKLUMOHHEIM KOHTPOJIEM
HeOBOXOIMMO OINpenesIMTb COOTBETCTBUE NPOOYyKLIUM, HENMOCPENCTBEHHO
nocTynamuey K HOTpebuTesn, TPpeOOBAaHMSAM HOPMAaTMBHEIX HOKYMEHTOB.

CxeMy 3 PEeKOMEHIOyeTCs NPMMEeHSATb IJIS OPOIYKLWM, CTabUIIBHOCTD
CEPUMHOTO MNPOM3BONCTBA KOTOPOM HE BH3BIBAET COMHEHWS.

CxeMma 3a gBjsgeTcda HauboJjiee MNPENNOUTUTEJSIBHOM IOJig CepTudbMraumm

NPpOoOyKUUM OTeUeCTBEHHHX n 3apyOeXHBIX CpenHUX n KPYIIHEIX
OpPTraHM3auuMi-U3TOTOBUTENEN .

CxeMmul 4 " 4a pekoOMeHIOyeTCsa [NPMMEHATb NIPM HeoOXOOMMOCTHU
BCECTOPOHHETO MHCIEKLMOHHOTO KOHTPOJIA NPpOOyKUUM CEPUMHOTO
NpOM3BOILCTBA .
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CxeMy 5 pekoMeHIyeTCs NPMMEHSATb IIPpM CcepTUbMkauuM OPpOOyKLMM,
IoJIS KOTOPOM:

peasibHBEM OOBEM BHOOPKU onsa VICIIEIT 2 HUM HeOOCTaTOUeH onsa
OOBEKTUBHOM OLIEHKM BHITYCKaeMOM MNPOIYyKLMN;

TEXHOJIOTMUYECKME IIPOLECCE HeIOCTaTOWHO CTaOMIIbHEL;

YCTaAHOBJIEHE IIOBBIIEHHBIE TPeOOBAHMUA K CTAOMIBHOCTM XapPaKTEPUCTUK
BBEIIIyCKaeMOV MNPOOYKLMUM .

Cxema 7 mnpumMmeHseTcsa s cepTuduKaumMy napTmum (cepmi), B TOM
UupyCcJie OINBITHEIX, M3TOTOBJIEHHOM HNponykumu. Ilpu cepTudmuraumm 1o /-u
cxeMe B cepTudmkaTe HeOOXOIMMO IOAaTh UYETKY XapaKTEepUCTUKY IapTUM,
Ha KOTOpPyK BEIaeTcsa cepTudmkar (pasMmep oapTuUM, IOoKaz3aTeau ee
UOeHTUOMKaUMM, MapPKMPOBKa MM HOMEpP, IaTa BHPabOTKM M T. I.).

Cxemy 9a pexKoMeHIyeTCs NPMMEHSATb [IpM CcepTudMKaumm OponyKLUM
OTeUeCTBEHHHX MU3TOTOBUTEJIEN, npu HepeTryJsapHOM BEIIIYCKE DTOMU
NpoOyKUMM @O Mepe e€e CHOpoca Ha pPHHKE n HeleJeCoo0pas3HOCTH
NPpOBEIEHMS MHCIEKLUMOHHOTO KOHTPOJIA.

Cxemel 10 m 10a nNpMMeHSWTCS OIPM [IPONOJDKMTEJIBHOM IPOM3BOILCTBE
OTEUEeCTBEHHOM M MMIOPTHOM MNPOAOYKLUMM B HeDONIbIMX OOBEMax.

3.4. BasBky Ha ceprtmumbmkalMio BasgBUTEJIbL HANpaBJsgeT [0 CBOEMYy
BHIOOPY B Ji0OOM OpTaH IO CcepTudbMkauum, MMeolMM COOTBETCTBYIOUYIO
obJjlacTh aKKpeIouTaluM.

K masBke npuiaraeTcs HeoOxonuMas HOPMaTMBHAaS IOKyMeHTalMsd Ha
NPOOYyKUMIO M IOOKYMEHT, YIOOCTOBEPAKUMM TOCYHAPCTBEHHYKD pPeIrucTpaluio

obBeKTa cepTubmxraumm, BBIOAHHEIN JenapTraMeHTOM BeTEepMHAPUN
MuHCcenbpxo3npona Poccum.
B HOpMaTMBHOMU OOKYMEHTAUMM HOOJIKHEL OBITB  MB3JIOXKEHBl OCHOBHHE

XapaKTEPUCTUKY NPOOYKLUMM M OPyI'Me CleluayibHele TpeBoBaHMA K Heu.
VI3TOTOBUTEJIO NPONYKLUMUM HEOOXOIMMO TaKXe MNPeICTaBUTh TEXHOJIOIMUECKY
cxeMy NPOMBBOACTBEHHOI'O IIpoliecca.

3.5. Ilo pesyJbTaTaM PaCcCMOTPEeHUS 3aABKU M OIpuiaraeMbx
OOKYMEHTOB OpTaH IO CepTUOMKALMM NPMHMMAET pelleHrMe O BO3MOXHOCTHU
(HEBOBMOXHOCTM) CepTUdMKaUUM M YCJIOBUAX €e INPOBEeIeHUS.

3.6. PemeHue 1o 3aaBKe, Kak IOJIOXMUTEJILHOE, Tak "
oTpMLIATENILHOE, HallpaBJIIeTCs 3asSBUTEJIO B CpPOok He Oojsiee 10 mHeM co
OHS IIOJIydYeHMUs 3asiBKU.

3.7. Orbop o6pas31oB (Mpod) IJisg MCIOHTAHUM OCYIMECTRBJISIT DKCIEPTH
opraHa 10 CepTM(l)MKaLU/H/I JZRaeZs 10 ero IIOPYUYEHNIO VCIIBEITaTeJIbHad
JabopaTopusa MWK OpyTras KOMIEeTeHTHas opTraHmu3aumsd, npencraBiamnilaa
TPETBIO CTOPOHY IIO OTHOUWEHMK K M3TOTOBUTEJIO U HOTp@@MTeﬂIO IPOOYyKUIUN .

3.8. Ob6paszltl oTOUpanTCI s NpOBEeIEeHUSI MUISHTUOUKALIUU U
MCHbITaHMﬁ, a TaKXe OJId XPaHeHUrd UMX B KaueCTBe KOHTPOJIbHBEIX o6pa3u0B
Ha CJydYayl BOBHMKHOBEHMS CIOPHEX BOIPOCOB, TPpeOyKMxX [TOBTOPHBIX
VCIHBITAHUM U UISHTUOUKALUN. CpOK XpaHeHUS KOHTPOJIbHEIX 0O0pasloB,
corJylacHO mokyMeHTy [IP  50.3.002-95 "OBumy mnopsamok obpameHus C
obpaszuaMy, MCIOJIb3YyEMBIMM [IPU NPOBeNeHMM 00sa3aTeJIbHOM cepTudbmraumm
nponykuuu', yTBEepXIeHHOMY 3aM. IOpencenatesa lI'occraHmapTa Poccum
8.02.96 1., BaperucTpupoBaHHOMYy B MwuuHwocte Poccum 1.03.96 1.,

PEeTrMCTPAaLMOHHBIM N 1041 (mamee - OOumy nopsanok ofpameHus C
obpaszuamMu), KakK IOpaBMJIO, IJOJIXEH COOTBETCTBOBATL CPOKY TOIOHOCTHU
NIPOOYKLMN .

3.9. Orbop ob6pas3uoB (nmpob®) MHOPOBOIUTCS B COOTBETCTBUA c
HOPMATMBHEIMM OOKYMEHTAMM Ha KOHKPETHYI INPOOYKUMIO.

I8 MMIOPTUPYEMOM NIPOOYyKUMA OOonycKaeTcsa nIpoBeOeHMue

cepTudMKauMM NOCTABJIAEMOM MNPOOYKLUMM OO €€ NPMOBETUS Ha TEPpPUTOPUIO
Poccunickoy denmepaumm, OCHOBAHHOE HA M3YUYEeHUM MHOOPMALUM O MNPONYKIIUMU
M ee U3TOTOBUTEJNAX, [POBEIEHMM OLEHKM O0pas3lLoB NPOOyKLMM, aHalmMse
COCTOSHMUSA NPOM3BOLNCTBA.

3.10. PesynpTaTe oT6opa o06pas31uoB O0bOPMISAKT AakKTOM IO dopme,
npmueeneHHoM B ObOumeM nopsanke obpalleHMsa C obpa3LlaMu.

AxT oTbopa o0Opas’LUOoB [NOAONMCHBAKT MNPEICTABUTENM OpIraHM3aluM,
NpoBOIAmEeN OTOOP, M 3aaABUTEJIA.

3.11. VpmeHTubOuKaLMsS NpOonyKLUMM IIPOBOIUTCHA 1o OTOOPaHHEIM
obpaszuaM NnyTeM OIIpelesieHMSa OUIUKO-XVMMUUECKUX, OUOJIOTMUECKMUX CBOMCTB
IpenapaTos n CIIMYEHUSA IIOJIyYEeHHBIX IOaHHEIX C I[OpencTabBJIEHHOMU
TEXHUYECKOU OOKyMEeHTaluuen. IIpu MOeHTUOMKaALUM IpoBepsaeTcHa
IPaBUJIBHOCTL OTHECEHMSI NPOOYKLUMM K ONpeleJIeHHOMY KJjaccy, TIpylle,
npocTaHoBkM KOHOB OKIlI M BO3BMOXHOCTB MCIOJIB30BAHMA IOJI8 CepTUOMKaALNUN
IPenyCMOTPEHHEX HOPMATUBHBIX HOKYMEHTOB.

3.12. VcnelTaHMa oOpas3uoe (npod) NpoBOIATCS B aAKKPEeOMTOBAHHBIX
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VCHBITATEJIbHEIX JiabopaTopuax (LeHTpax) IO MeTomaM, YCTaHOBJIEHHEM B
HOPMaTUBHEIX OOKYyMEHTax. PesyJbTaTH VICTIBIT @ HM obopmranTCS
IIPOTOKOJIOM.

[lopsanok BO3BPAaTa MM CIOMCAHMS KOHTPOJIBHEIX oOpaz3uor no . 10

Obmwero mnopsanka obpameHMsa Cc obpasuaMuM yCTaHaBJIMBAeTCdS COBMECTHO
3aABUTEJIEM M OPT'aHOM II0 CepTUdMKaumm.

3.13. AHaJIM3 COCTOSHMS MPOMBBOIACTBA (CxXeMbl cepTuburaumm 2a,
3a, 4a, 9%9a, 10a) npoBOIMT OpTaH MO cepTudMKaALUM C NPUBJIEUEHUEM IIPU
HeOBXOIOMMOCTH 3KCIIEPTOB 1o cepTudMKaALUM cucTeMm KadyecTBa
(mpomseBoncTBa) . [IpM 2TOM OCYUWECTBJIAINTCS NPOBEPKM:

COOTBETCTBMS CHPbS, MICIIOJIb30BaHHOTO oyis MBTOTOBJIEHUSI
nponyKuuyu, TpeBOBAHMAM HOPMATMBHBIX HOOKYMEHTOB, PELENTYP;

npouenyp BXOIHOT'O KOHTPOJIS CHPbS M BCIOMOT'ATEJILHEIX MAaTEepMaJioB;

BBEITIOJIHEHUSA TEXHOJIOTUUYECKOTO npoluecca B COOTBETCTBUK c
IeVICTBYIEY TEXHOJIOTUUYECKOW IOKYyMEeHTAaLWEN;
CcTabUILHOCTY XaPaKTEepPUCTUK NPOOYy KLU o pes3yJbTaTaM

IIPOM3BONCTBEHHOTO KOHTPOJIS;

CUCTEMHEl ydueTa [NPeTeH3UM M pekJjlaMalul norpeburesen;

npouenyp MNPMEMOYHOTO KOHTPOJIS M3TOTOBJIEHHOM HNPOIYKLMUM;

YCJIOBUIM XPaHEHUs IPOOyKUUM Ha CcKJIazmax
OpPTraHMU3auUUN-MU3TOTOBUTEJIS .

[Io pe3ynbTaTaM aHaJMBa COCTOSHMSA I[IPOM3BOINCTBA COCTABJISAETCS
aKT.

OpraH no cepTudmxauMy NOPOOYKLMM [IPMHMMAaET pPEelleHVe O BHIaue
ceprudmxaTa Ha OPOOYKLUMIO C yd4eTOM cepTudmMxaTa Ha CUCTEeMy KadecTBa
(mpomsBOICTRBA) M aKTa KOMMCCUM, NPOBONAIEN TakKyln CepTUOMKALMIO.

3.14. OpraH mo cepTudMKaAUMM AaHAJIUBUPYET Pe3yJIbTATH MNIPOBEISHHBIX
pabor o VICIIBIT@HUSAM, aHanmmsy COCTOSAHUS IPOM3BOINCTBA W
cepTudmMKaLMM CHUCTEM KaudecTBa (NIPOM3BOINCTBA) M IIPMHMMAaET pPeleHue O
BHIAUue (HeBHOaue) cepTudmMKaTa COOTBETCTBUA.

3.15. Tlpu TIOJOXMUTEJILHEIX pPesyJibTaTax aHaau3a no n. 3.14 oprax
1o cepTudmMraumy OoQopMIIAeT CepTUudmMKaT COOTBETCTBMUA.

B ceprubmkaTre B 00sS3aTeJIbHOM I[OPSAOKE YKas3BBalTCHA ITOKYMEHTH,

CJyXallle OCHOBaHMEeM IJis BHIauM cepTudmkaTra, B T. Y. [IPOTOKOJIE
MCHBITaHUM, BHIAHHEE AKKPEOMTOBAHHEIMM MCIHTATEJIbHEIMU JabopaTopusaMu,
n T. O.

3.16. CeprubmkarT BCTyHIaeT B IOEMCTBME C MOMEHTA €TI0 perucTpauumu
B I'OCynmapCTBEHHOM peecTpe B COOTBeTCTBMM C 1. 4.8 IpaBuil 1o
IPOBEIEHMIOD CcepTudMKaumm.

Cpok IencTBuUsa CcepTudbmkaTa OnpeneyseTcs o OYHKTY 3.6.2

VzmMeHeHua N 1.

3.17. Ha ocHoBaHuMmM cepTubmkara corjyacHO Illopsanky [IPOBEeNeHUS
cepTudMKaALUM n [IpaBUIIaM IPMMEHEHU 3HaKa COOTBETCTBMSA IIPU
00a3aTesIbHOY CcepTudMkauuy OPOOYyKLUUM, YTBEPXIEHHEM I[IOCTAaHOBJIEHMEM
T'occraHmapTa Poccum ot 25.07.96 1v. N 14, 3aperucTpUpOBaAHHEM
MuuiocToMm Poccum 1.08.96 1., peructpaumonHens N 1138 (mamee - IlpaBuia
IPVMMEHEHMS 3Haka COOTBETCTBMA), OpTraH HO cepTudMKaluuM BHIOAET
3a9BUTENI0 JMLEH3MIO Ha NPMMEeHEeHMEe 3HaKa COOTBETCTBUA.

3.18. 3Hak COOTBETCTBUA NPOCTAaBJIIETCS Ha Kaxnoylw eIVHUILY
NPOOYyKLMM Pa30BOTO INPMMEHEHMS, [IPUM HEBO3MOXHOCTM HaHECEeHMS 3Haka
COOTBETCTBMSA Ha KaxIyl eOMHUIY [NOPOOYKUMM MIM OONOJHUTEJIBHO OH
HaQHOCUTCH Ha KaxXdyl YINAaKOBOUHYK eIOMHUILY, KpoMe 3TOTO 3HaK
COOTBETCTBMA IpOoCTaBJIgEeTCA Ha CONPOBOIUTENBbHYIO TEXHUUECKYIO
OOKYMEHTAlUMIO, [IpeloCTaBJIaAeMylo IOTPebUTENn. Ipn HEBOSBMOXHOCTH
HaHeCeHMsd SBHaKa COOTBETCTBMSA Ha KaXAylw E€IOMHMIY NPOOYKLUM M KaXOYI
YIAaKOBOUHYK E€OMHMIY OH IMPOCTAaBJISAETCS TOJBKO Ha COHNPOBOIUTENbHYI
TEXHMUECKYD OOKYMEHTAalMuo, NPpelOoCTaBJIAeMyld NOTPeOUTEeNn.

MecTO HaHeCeHMS 3HakKa OINpeneJyiseTcs CcoIJlacHo . 7.3 Ilpaswun
IPMMEHEHMs 3HaKa COOTBETCTBMSA I[IPM BHIOAYE JIMLEH3UM Ha [IPVMEeHeHMe
3Haka COOTBETCTBMA.

IV. VHCHEKUMOHHBM KOHTPOJIE 3a CEPTUPMUMPOBAHHOM NPOIOYyKLMEN

4.1. VHCHOEeKUMOHHBM KOHTPOJIE 3a CepTUOMLUMPOBAHHOM MNPOOYKLMEN
IPOBOIMUTCS IPM BCex cxeMax ceptmbmxaumum no n. 3.2, xpome 7 um 9a
CXeM.

4.2. VIHCHEKLUMOHHE KOHTPOJIb MPOBOIMTCS B TeueHMe BCer'o CpoKa
OeMCTBUA cepTudmkaTa B QopMe CUCTEMATUUECKOI'O aHajM3a MHbOoOpMaLUUM O
CepTUOMUMPOBAHHOM NPOOYKLUMM WM MHCIEKUMOHHHX IIPOBEPOK Ha MecTe.
[IepMOOMUYHOCTE MHCIEKLMOHHOT'O KOHTPOJIS YCTaHaBJMBAaeTCa OPITAaHOM IIO
cepTudmKaALUN IpM MNpPOBEeIeHUM cepTudmkaumm B KaXIOM KOHKPETHOM
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crydae.
4.3. VHCHOEKLMOHHEI KOHTPOJIb B 3aBUCUMOCTHU oT CXEeMBI
cepTUdMKaALMM MOXET BKJIIOUYATH:
oTbop 0Opa3LUOB M MX MCIBTAHULA,
OlLlIEHKY MNPOM3BOICTBa B OGopMe aHalM3a COCTOSHMS [NIPOM3BOICTBA

(cxemer 2a, 3a, 4a, 10a) B cooTBeTCTBUM C . 3.13 MM KOHTPOJI 3a
CUCTEeMOM KauecTBa (MNPOM3BOINCTBOM) B CcxeMe 5.

4.4. Ilpy MHCIEKLMOHHOM KOHTPOJIE MCIHTAaHMS, [IPeOyCMOTPEHHEE
cxemamu ceprubmkalumy, [OIPOBONAT, KakK [IpPaBMJIO, B I[IOJIHOM oObeMe
CepTUPMKALMOHHEIX MCHBITaHMi. OOBEM MCHOETAHMM MOXeT OBTH COKpalleH B
5-11 cxeMme Mo pes3yJbTaTaM KOHTPOJIA CUCTEeMH KauecTBa (IPOM3BOLCTBA) .

JICIIBITAHMSA TIPOBOOAT B AKKPEeIMTOBAaHHEX VICIIBIT @ TE€JIb HEIX
JabopaTopmsax.

4.5. VHCHOEKLVOHHHMN KOHTPOJIb BKJIIOUAET TaKxe IIPOBEPKY
IPaBUJILHOCTY MAPKMPOBAHMS NPOOYKLMM 3HAKOM COOTBETCTBUS.

4.6. Ilo pesynbTaTaM MHCIEKUMOHHOTO KOHTPOJIS COCTAaBJILOT akT, B
KOTOPOM IJAlTCs OLEeHKM I[I0 BCeM IIPOBEPAEMEIM BOIIpOCam n 1o

COOTBETCTBMIO MNPOOYKLUMM TpeOOBaHMAM HOPMATMBHEIX IOKYMEHTOB B LIEJIOM;
IpY HeOOXOOMMOCTM MNPUBOLNATCHA PeKOMeHIDaluMM O xXapakTepe M CpoKax
IPOBEIEHMS KOPPEKTUPYRUMX MEPONPUATUN.

4.7. Ha OCHOBaHMM aKTa MHCIEKUMOHHOY TIIPOBEPKU opraH 1o
cepTHdUKaLUN obopmrnisgeT peumeHre, B KOTOPOM B 3aBUCUMOCTM OT
Pe3yNbTATOB IPOBEPKM COONEPXUTCS TPM BapMaHTa PEUEeHUN:

CUMTaTh CepTUbMKAT [IOOTBEPXISHHEIM MM IepeodopMUTL CcepTudmxaT
(B cllyyae M3MEHEHMS PEeKBU3UTOB NPONYKLMM, PEKBUBUTOB 3asaBUTENI U
T. O.);

IPMOCTAHOBUTL IeMCTBMUEe cepTudbmxkarTa;

OTMEHUTH IeMCcTBUe cepTudmrarTa.

4.8. [evicTBue cepTudMkaTa MNOCJE €TI0 MNPUOCTAHOBJIEHMS MOXeT OBTH
BOCCTAHOBJIEHO MM OTMEHEHO B 3aBUCUMOCTM OT pPEe3yJIETAaTOB BHIIOJIHEHMS
3a9BUTEJIEM KOPPEKTUPYRUMX MEPONPUSITUN .

4.9. VMHbopMaLUMsa O MNPMOCTAHOBJIEHUM HOEVCTBUS WM OTMEeHE INEeNCTBUS
cepTudmrKaTa OOBOOMTCS OPTAaHOM, €TI0 BHEIOABIMM, OO CBEIOEHUA BadgBUTEINH,
norpedburesey, LeHTPAJIbHOTO oOpraHa IO CepTUOMKALUM BETEePMHAPHBX
npenaparos, T'occraHmapTa Poccum u OPYTUX 3aMHTEpPeCOBaHHEIX
opraHm3aumyi JiobbIM OOCTYIIHEIM IJiS OpTraHa N0 cepTudMKaumm CIoCcoOoM
(paxc, TenedoH, Teyerpad m T. IO.).

Cpok ImoBemeHmMs 9TOoM wuHbOOpMaumy corJjlacHo 1. 3.7.7 Ilopanka
IPOBEIEHMUS CepTUdMKaLMM He HOoJpkeH nperbmaTb 10 mHEM CcO IOHS NPUHATHUS
peumeHrsa O MNPUOCTAHOBJIEHUM INEMCTBUS UM OTMEHe HOeMCTBUS cepTudmkarTa.

[IpusoxeHre A

k [IpaBuiaM NPOBEHOEHUS CepTUOMKALUM
BEeTEPMHAPHEIX IIpernapaToB, YTBEepPXIeHHBM
nocraHoBJieHMeM l'occrTaHmapTa Poccum

oT 22 sHBapsa 1997 r.

N 1
CXEMH CEPTUOMKALINN
CocTaB cxeM cepTudmrKaumm
-7 == T-———————————————— T-————————————————
Ho- | VicnelTaHU S B i [lpoBepka | VIHCIIEKLIMOHHBIV
Mep | AKKPEeOMTOBAaHHHIX | IPOM3BONCTBA | KOHTPOJIb CepTudm-—
cxe-—| VICIBEITATEJIb HEIX | (cucTeMsr | LMPOBAHHOM IIPO-—
MBI i J1abopaTopuax M IOp. i KauecTBa) | OyKUMY  (CUCTEME
i CIIOCOOEI i | KauecTBa, IpPO-
i IoKasaTeJbLCTBa i | M3BOICTBA)
|  COOTBETCTBUA | !
et e et e b o
1 2 | 3 | 4
et e o o
2 | UcnerraHusa Tumna* | - | McnelTaHU S
| | |00pa3LuoB, B3ATHX
i | |y mpomaBla
i i i
2a | VICOBEITAHMSA THUIIA | AHAJIMB3 COCTOSHUSA | VicTIEITaHMS
| | IPOM3BONCTEA j0Bpa3LuoB, B3ATHX
i i N nponasLa .
| | {AHaIM3 COCTOSHUS
| | | IPOM3BOINCTEA
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| ] ]

I I I
3 | McnelTaHMS TUIla | - | McnelTaHU S

| | | 0BpasloB, B3ATHX

| | 'Y MB3TOTOBUTEJIS

i i i
3a | VICOBEITAHMS THUIIA | AHAJIM3 COCTOSHUSA | VicTIHITaHMSA

i | IPOM3BOINCTEA | obpaz3uos, B3ATEIX

| | 'y V3TOTOBUTEJIL .

| | {AHAJIM3 COCTOSHUSA

| | | IPOM3BOIACTBA

i i i
4 | McnelTaHMS TUlla | - | McnelTaHU S

| | | 0BpasloB, B3ATHX

| | Y npomaBlia.

| | | VicTiBITaHMAa

| | | 0BpasloB, B3ATHX

| | 'Y MB3TOTOBUTEJIS

i i i
4a | VICOBEITAHMS THUIIA | AHAJIM3 COCTOSHUSA | VIcTIHITaHMSA

i | IPOM3BOINCTEA | obpasz3uos, B3ATEIX

i i Y npomasLa.

| | | VicniBITaHMAa

| | | 0BpasloB, B3SITHX

| | 'y VM3TOTOBUTEJIL .

| | {AHAJIM3 COCTOSHUSA

| | | IPOM3BOIACTBA

i i i
5 | VICOBEITAHMS THUIA | Ceprubdmraumsa npo- | KonTpoJsab

i | M3BONCTBA WJIM Cep-— |CepTUdMUMPOBAHHOM

i | TUGUKALMS CUCTEMBEI |, CUCTEMBl KaudecTBa

i | KayecTBa | (mpomsBOICTBA) .

| | | VicniBITaHMAa

| | | 0BpaszloB, B3SITHX

| | Y npomaBlia V71

i i 1 () y

| | | MBTOTOBUTEJIS* *

i i i
7 | VcnelTaHMa DapTUn i - ! -

i i i
9a | PaccMmoTpeHMe mekJlapauuwu | AHAJIM3 COCTOSHUSA | -

| O COOTBETCTBUM C Ipuja-NpOoMU3BOICTBEA |

| TaeMbBIMM IOOKYMEHTAaMMU i

i i i
10 | PaccMoTpeHMe IekJjiapaluu | - | VICTIBEITAHM S

| O COOTBETCTBUM C INpuja-—, | obpasz3uos, B3SATEIX

| TaeMbBIMM IJOKYMEHTAaMMU | 'y U3TOTOBUTEIS

| | | UIu y nponaslia

i i i
10a | PaccMmoTpeHMe nexkJjiapaluuy,AHaly3 COCTOSHUS | YicnieiTaHM A

| O COOTBETCTBMUM C Ipuja-NpOoMu3BOINCTEBA j00pa3LuoB, B3ATHX

| TaeMBIMM IOOKYMEHTAaMMU i 'y M3TOTOBUTEJII

| | My y IponaBla.

i | 'AHAJIM3 COCTOSAHMA

| | | IPOM3BOINCTEA
e o — o

[lprMeyaHus :

1. Cxembl 1-8 OPMHATEL B 3apyD0eXxHOM ¥ MeXOYyHapONHOM MIPaKTUKE U
kjaccubmumporansr MCO. Cxemer la, 2a, 3a u 4a - IOONOJIHUTEJIbLHEE U
ABJISIOTCA MOIMOMKALIMEN COOTBETCTBEHHO cxeM 1, 2, 3 u 4.

2. Cxemunl 9a-10a OCHOBAaHE Ha VICIIOJIb30BAHUM IOeKJlapaumm o
COOTBETCTBUMN IIoCcrTaBmMkKa, HpMHHTOM B EC B KauecTBe 2JIEeMEeHTa

IIOOTBEPXIEHUSA COOTBETCTBMUA NPOOYKLUMUM YCTAaHOBJIEHHBIM TpeOOBaAHMUAM.
3. VHCHOEeKUMOHHBEM KOHTPOJIb, YyKa3aHHHM B Tabjauie, OPOBOOAT IIOCJe
BEIDAUM cepTHudukaTa.

* JVICHOBIT@HMSA BHIIyCKAaeMOM NPONYKLMM Ha OCHOBE OLIeHMBAHMS OIHOTO
MJIMM HEeCKOJIBKUX O@paBLI,OB, ABJIAKIMXCA €€ TUIIOBBEIMM IIpelCTaBUTEJIAMUA.

** HeobxoOMMOCTb M 0OOBEM WMCIBETaHMM, MecTOo oTbopa oOOpa3LoB
onpeneiydeT opraH o cepTubdmraLUM NPOOYyKLUMM IIO Ppel’yJjbTaTaM
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